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2a )□ This action is FINAL. 2b)|3 This action is non-final. 
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DETAILED ACTION 

1 . This office action is in response to the amendment filed on December 30, 2008. Claim 4 
has been cancelled. Claims 2, 3, and 10-22 have been withdrawn previously. 

2. Claims 1, 5-9, and 23 are currently pending and are under examination. 

Withdrawal of Rejections 

3. The rejection of claims 1, 4-9, and 23 under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn based on the amendments to the claims. 

4. The rejection of claims 1, 4-9, and 23 under 35 U.S.C. 102(b) as being anticipated by 
Venter et al. (WO 2002/068579 A2) is withdrawn based on the amendments to the claims. 

Pending Rejections 

Claim Rejections - 35 USC § 112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

6. Claims 5 and 6 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 

regards as the invention. 

7. Regarding claim 5, the phrase "such as" renders the claim indefinite because it is unclear 
whether the limitations following the phrase are part of the claimed invention. See MPEP 

§ 2173.05(d). What other types of mutations are within the metes and bounds of the claim? 
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8. It is unclear how the isolated polynucleotide that hybridizes to the isolated nucleic acid 
that encodes SEQ ID NO: 2 or the isolated nucleic acid molecule that is identified as SEQ ID 
NO: 1 (items (b) and (a) in claim 1) would encode a protein that accelerates activation of Cdc42. 
It appears the polynucleotide of claim 6 would be the complement nucleic acid sequence. 



Claim Rejections - 35 USC § 112, First Paragraph, Written Description 

9. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a w littcii clcsciiptii)ii of the ciitit)ii, and ol'lhe manner and process of making 
and using it, in such full, clear, concise, antl cxaci icrnis as lo enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, lo make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

10. Claim 5 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter, which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 

The claim is rejected under 35 U.S.C. 112, first paragraph. Written Description, because 
the disclosure does not direct one of ordinary skill in the art to the genus of mutated 
polynucleotides of one to ten nucleotides that will encode a protein that accelerates the activation 
ofCdc42. 

The Guidelines for Examination of Patent Applications under the 35 U.S.C. 1 12, 

Paragraph 1, "Written Description" Requirement, published at Federal Register, Vol. 66, No. 4, 
pp. 1099-1 1 1 1 outline the method of analysis of claims to determine whether adequate written 
description is present. The first step is to determine what the claim as a whole covers, i.e., 
discussion of the fiiU scope of the claim. Second, the application should be fiiUy reviewed to 
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understand how applicant provides support for the claimed invention including each element 
and/or step, i.e., compare the scope of the claim with the scope of the description. Third, 
determine whether the applicant was in possession of the claimed invention as a whole at the 
time of filing. This should include the following considerations: (1) actual reduction to practice, 
(2) disclosure of drawings or structural chemical formulas, (3) sufficient relevant identifying 
characteristics such as complete structure, partial structure, physical and/or chemical properties 
and functional characteristics when coupled with a known or disclosed correlation between 
function and structure, (4) method of making the claimed invention, (5) level of skill and 
knowledge in the art and (6) predictability of the art. For each claim drawn to a single 
embodiment or species, each of these factors is to be considered with regard to that embodiment 
or species. For each claim drawn to a genus, each of these factors is to be considered to 
determine whether there is disclosure of a representative number of species that would lead one 
skilled in the art to conclude that applicant was in possession of the claimed invention. Where 
skill and knowledge in the art is high adequate written description would require fewer species to 
be disclosed than in an art where little is known; further, more species would need to be 
disclosed to provide adequate written description for a highly variable genus. 

First, what do the claims as a whole cover? Claim 5 is drawn to an isolated 
polynucleotide with a mutation of one to ten nucleotides in the nucleotide sequence of the 
polynucleotide in independent claim 1, wherein the polynucleotide encodes a protein that 
accelerates the activation of Cdc42. 
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Second, how does the scope of the claims compare to the scope of the disclosure? The 
disclosure contains the same language found in claim that is the disclosure states the 
polynucleotide can have from one to ten nucleotides mutated in the polynucleotide sequence. 

Third, the factors need to be considered. 

(1) What was actually reduced to practice? 

The isolation of SEQ ID NO: 1 that encodes a guanine nucleotide exchange factor protein 
identified as SEQ ID NO: 2 is reduced to practice and shown to accelerate the activation of 
Cdc42. 

(2) Is there disclosure of drawings or structural chemical formulas? / (3) Are there 
sufficient relevant identifying characteristics disclosed? 

The disclosure does not identify any specific nucleic acids with any structural 
modifications that result in the description of a genus of polynucleotides that encode proteins that 
accelerates the activation of Cdc42. 

(4) Is there at least one method of making the claimed invention disclosed? 
The method of making SEQ ID NO: 2 is disclosed. 

(5) What is the level of skill in the art and what knowledge is present in the art? / (6) 
What is the level of predictability of the art? 

The level of predictability in this art is low, and until the modifications structural to 
fimctional analysis is conducted, there is no information upon which to base a prediction of what 
molecule might be suitable to activate Cdc42. 
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Thus, having analyzed the claims with regard to the Written Description guidelines, it is 
clear that the specification does not disclose a representative number of species which would lead 
one skilled in the art to conclude that applicant was in possession of the claimed invention. 

Claim Objections 

1 1 . Claim 23 is objected to because of the following informalities: 

12. The standard Markush format is selected from the group consisting of A, B, and C. 
Suggest commas instead of semi-colons to separate the members. 

1 3 . Appropriate correction is required. 

Conclusion 

14. Claims 1 and 7-9 are allowable. 

15. Claims 5 and 6 are rejected. 

1 6 . Claim 23 is obj ected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANAND U. DESAI whose telephone number is (571)272-0947. 
The examiner can normally be reached on Monday - Friday 9:00 a.m. - 5:30 p.m. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Andrew J. Wang can be reached on (571)272-081 1. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/ANAND U DESAI/ 

Primary Examiner, Art Unit 1656 

April 23, 2009 



